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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on March 
19, 2008 has been entered. 

Claim Rejections - 35 USC §102 

2. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

3. Claims 31 , 32, 43, and 44 are rejected under 35 U.S.C. 1 02(b) as being 
anticipated by Cosentino (4,405,319). Cosentino discloses, at least in figures 2 and 3 
and in col. 1, lines 43-55 and col. 2, line 37 to col. 3, line 14; a stent (10) comprising a 
solid metallic region or solid core (1 1 and 12 combined), a porous metallic region or 
porous layer (30), and opposing or opposed first and second ends (on ends of cylinder 
12) disposed along (i.e., adjacent to or alongside) or connected via a longitudinal seam 
(between 1 1 and 12) of the stent, where the porous metallic region is made from 
sintered particles (titanium powder according to col. 2, lines 44-46), and where the 
metallic porous region is an outermost layer. Note: Base claims 31 and 44 are 
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product-by-process claims (i.e., the stent is formed of a sheet), and the product (the 
stent) does not depend upon the process of making it. 

Claim Rejections - 35 USC § 103 

4. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

5. Claims 28, 29, 41 and 45-49 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Cosentino (4,405,319) in view of MacGregor (4,458,366). Cosentino 
discloses the invention substantially as claimed. Cosentino discloses a stent (10) 
comprising a strut element or cylinder (e.g., 12) including a solid metallic inner core (1 1 
and 1 2 combined) having opposed inner and outer sides and an outer or outermost 
layer (30) disposed on the outer side, where the outer layer is made from a first porous 
metallic material (titanium), where the first porous metallic material is made from 
sintered particles (titanium powder), where the first porous layer faces radially outward 
and is configured such that a first agent contained in the first layer only permeates 
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radially outward, and where the porous layer is adapted for being loaded with a 
therapeutic agent. However, Cosentino does not disclose that the strut or cylinder 
includes an inner layer made from a second porous, sintered metallic material or a 
second porous layer facing radially inward, where the second porous layer is configured 
such that a second agent contained in the second layer permeates radially inward. 
MacGregor teaches, at least in figures 1 and 2 and in col. 2, line 57 to col. 4, line 68 and 
col. 5, line 28 to col. 6, line 2, a blood access device with an inner layer (34) or a porous 
layer facing radially inward that is disposed on a solid metallic core (36) and comprises 
a second, sintered metallic material (e.g., a metal hydride according to col. 5, lines 49- 
53). MacGregor also teaches a porous outer layer according to col. 5, lines 57-65. It 
would have been obvious to one having ordinary skill in the art at the time the invention 
was made, in view of MacGregor, to include an inner layer or a second porous layer on 
the strut or cylinder of Cosentino. Such a layer would reduce the risk of 
thromboembolism from blood contacting the inner surfaces of the strut or cylinder, and it 
would allow the permeation of a second agent radially inward and into the blood. 

Note: Claims 28 and 48 are product-by-process claims (i.e., the strut is formed 
from a sheet and the seam is a weld), and the product (the strut or cylinder) does not 
depend upon the process of making it. Also, the recitation that an element is 
"configured" or "adapted" to perform a function is not a positive limitation, but only 
requires the ability to so perform. 

6. Claim 42 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Cosentino (4,405,319). Cosentino discloses the invention substantially as claimed, but 
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does not disclose that the pore size of the porous metallic region is 2 to 4 microns. 
Nevertheless, Cosentino discloses, in col 2, lines 46-48; that "[p]ore size should be 
sufficient to permit tissue ingrowth but not so large that adhesion is lost." Thus, it would 
have been obvious to one having ordinary skill in the art at the time the invention was 
made to size the pores as claimed, since it has been held that where the general 
conditions of a claim are disclosed in the prior art, discovering the optimum or workable 
ranges involves only routine skill in the art. 

Response to Amendment 

7. Applicant's arguments with respect to claims 28, 29, 31 , 32, and 41 -49 have 
been considered but are moot in view of the new ground(s) of rejection. 

Conclusion 

8. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Julian W. Woo whose telephone number is (571) 272- 
4707. The examiner can normally be reached Mon.-Fri., 7:00 AM to 3:00 PM Eastern 
Time, alternate Fridays off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jackie Ho can be reached on (571) 272-4696. The fax phone number for 
the organization where this application or proceeding is assigned is (571) 273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
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For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

/Julian W. Woo/ 

Primary Examiner, Art Unit 3773 
June 4, 2008 



